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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813- Page ] of 7
Applicant's/Registrant’'s Name & Address Product
Janssen Pharmacuetica inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
Ingredient  Zinc Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 Product identity & composition Not yet assigned | Janssen Pharmaceutica Inc. OWN
830.1600 Description of starting materials to produce product Not yet assigned | Janssen Pharmaceutica Inc. OWN
830.1620 Description of production process Not yet a_ssigned Janssen Pharmaceutica Inc. OWN
830.1670 Discussion of formation of impurities th yet assigned Janssen Pharmaceutica Inc. OWN
830.1700 Preliminary analysis Not yet e_l_ss'lgned Janssen Pharmaceutica Inc. OWN
830.1750 Certified limits Not yet assigned | Janssen Pharmaceutica Inc. OWN
830.1800 Enforcement analytical method Not yet assigned | Janssen Pharmaceutica Inc. OWN
830.6302/.6304 Color / Odor 45165701 Arch Chemical Co. PAY
830.6303 Physical State 45165701 Arch Chemical Co. PAY
830.6313 Stability to normal & elevated temp., metals, metal ions 45165701 Arch Chemical Co. PAY
830.6314 Oxidation/reduction 45165701 Arch Chemical Co. PAY
830.6315 Flammability |"as165701 | Arch Chemical Co. PAY
830.6316 Explodability " 45165701 Arch Chemical Co. PAY
830.6317 Storage stability 45785502 Arch Chemical Co. PAY
830.6319 Miscibility NR Waived
7 Name and Title Date

Slgnatu % . K’ MWM

William R. Goodwine, Sr. Director, Regulatory Affairs

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813- Page of 7
Aoplicant's/Registrant's Name & Address Product
Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
Ingredient  Zing Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.6320 Corrosion characteristics 45785502 Arch Chemical Co. PAY
830.6321 Dielectric breakdown voltage ‘ NR Waived
830.7000 pH NR Waived
830.7050 UV/visible light absorption 45774325 Arch Chemical Co. PAY
830.7100 Viscosity NR Waived
830.7200 Melting point 45165701 Arch Chemical Co. PAY
830.7220 Boiling point NR Waived
830.7300 Density/relative density/bulk density 45165701 Arch Chemical Co. PAY
830.7370 Dissociation constant NR Waived
830.7520 Particle size, fiber length, diameter distribution NR Waived
830.7550 Partition coefficient 45165701 Arch Chemical Co. PAY
830.7840 Water solubility 45165701 Arch Chemical Co. PAY
830.7950 Vapor pressure 45165701 Arch Chemical Co. PAY
Signature Name and Title Date
ﬂé %M /6 A{M MM William R. Goodwine, Sr. Director, Regulatory Affairs a ///S/ﬂ 5)

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingtnn, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813- Page '3 of 7
Applicant's/Registrant’'s Name & Address Product
Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
Ingredient  Zinc Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
161-1 Hydrolysis (as function of pH) ME-TOO Arch Chemical Co. PAY
161-2 Photolysis - water ME-TOO Arch Chemical Co. PAY
162-3 Anaerobic aquatic metabolism ME-TOO Arch Chemical Co. PAY
162-4 Aerobic aquatic metabolism ME-TOO Arch Chemical Co. PAY
163-1 Leaching - Adsorption/desorption ME-TOO Arch Chemical Co. PAY
164-2 Microcosm ME-TOO Arch Chemical Co. PAY
165-5 Bioconcentration ME-TOO Arch Chemical Co. PAY
Signature )« Name and Title Date
%4%% / %,Wq'/ William R. Goodwine, Sr. Director, Regulatory Affairs i /i;z/&g

EPA Form 8570-35 (9-97) Electron®® and Paper versions available. Submit only Paper version. .
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813~ Pageq of 7
Applicant’s/Registrant’s Name & Address Product
Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
ingredient  Zinc Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
850-2100 (71-1) Avian oral toxicity ME-TOO Arch Chemical Co. PAY
850-2200 (71-2) Avian dietary toxicity ME-TOO Arch Chemical Co. PAY
850-2300 (71-4) Avian reproduction NR Arch Chemical Co. PAY Reserved
850-1075 (72-1) Fish acvute toxicity tests (freshwater & marine) ME-TOO Arch Chemical Co. PAY Al & degradates
850-1010 (72-2) Aquatic invertebrate acute toxicity (FW daphnids) ME-TOO Arch Chemical Co. PAY Al & degradates
850-1025 (72-3) Opyster acute toxicity test (shell deposition) ME-TOO Arch Chemical Co. PAY Al & degradates
850-1035 (72-3) Mysid acute toxicity test ME-TOO Arch Chemical Co. PAY Al & degradates
850-1300 (72-4) Daphnid chronic toxicity test ME-TOO Arch Chemical Co. PAY
850-1350 (72-4) Mysid chronic toxicity test ME-TOO Arch Chemical Co. PAY
850-1400 (72-4) Fish early life stage toxicity test ME-TOO Arch Chemical Co. PAY Al & degradates
850-1710 (72-8) Oyster BCF ME-TOO Arch Chemical Co. PAY
850-1735 (73-1) Whole sediment toxicity (FW invertebrates) ME-TOO Arch Chemical Co. PAY
850-1740 (73-2) Whole sediment toxicity (Marine invertebrates) ME-TOO Arch Chemical Co. PAY
8504100/4225 (122-1/123-1) Seedling emergence (Tier | & 1) ME-TOO Arch Chemical Co. PAY
850-4250 (123-1) Vegetative vigor (Tier 1) ME-TOO Arch Chemical Co. PAY

Signature

Wi

Name and Title

William R. Goodwine, Sr. Director, Regulatory Affairs

Date
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EPA Form 8570-35 (9- 97) Electromc a?Paper versions avaﬂable Subm|t only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813- Page & of “7
Applicant’s/Registrant's Name & Address Product
Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
Ingredient  Zing Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
850-4400 (122-2/123-2) Aquatic plant toxicity test (Lemna - Tiers | & 1) ME-TOO Arch Chemical Co. PAY
850-5400 (122-2/123-2) Algal toxicity (FW & Marine - Tier | & I) ME-TOO Arch Chemical Co. PAY Al & degradates
850-1900 Qutdoor microcosm test ME-TOO Arch Chemical Co. PAY
Sign Name and Title Date

W lim K 7{(4’(%{/{%/

William R. Goodwine, Sr. Director, Regulatory Affairs
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washingtnn, DC 20460. Do not

send the form to this address.

-

DATA MATRIX
Date 1/14/2008 EPA Reg No./File Symbol 43813~ Pageé of 7
Avpplicant’s/Registrant's Name & Address Product
Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560 Zinc PYRION Powder Industrial Microbiostat
Ingredient  Zing Pyrithione
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870-1100 (81-1) Acute oral ME-TOO Arch Chemical Co. PAY
870-1200 (81-2) Acute dermal ME-TOO Arch Chemical Co. PAY
870-1300 (81-3) Acute inhalation ME-TOO Arch Chemical Co. PAY
870-2400 (81-4) Primary eye irritation ME-TOO Arch Chemical Co. PAY
870-2500 (81-5) Primary dermal irritation ME-TOO Arch Chemical Co. PAY
870-2600 (81-6) Dermal sensitization ME-TOO Arch Chemical Co. PAY
870-3200/3250 (82-2/82-3) Subchronic dermal ME-TOO Arch Chemical Co. PAY
870-3465 (82-4) Subchronic inhalation ME-TOO Arch Chemical Co. PAY
870-4100 (83-1) Chronic toxicity ME-TOO Arch Chemical Co. PAY
870-4200 (83-2) Carcinogenicity ME-TOO Arch Chemical Co. PAY
870-4300 (83-5) Combined chronic tox/carcinogenicity-rats ME-TOO Arch Chemical Co. PAY
870-3700 (83-3) Developmental toxicity - rats ME-TOO Arch Chemical Co. PAY
870-3800 (83-4) 2-Generation reproduction toxicity - rats ME-TOO Arch Chemical Co. PAY
870-3100/3150 (82-1) Subchronic oral ME-TOO Arch Chemical Co. PAY

Name and Title Date

" Williim R Aoordicirns

William R. Goodwine, Sr. Director, Regulatory Affairs
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.
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Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address.

DATA MATRIX

Date 1/14/2008

EPA Reg No./File Symbol 43813-

Page />f 7

Applicant's/Registrant's Name & Address

Janssen Pharmaceutica Inc., Preservation & Material Protection Division, PO Box 200, Titusville, NJ 08560

Product
Zinc PYRION Powder Industrial Microbiostat

Ingredient  Zinc Pyrithione

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870-5575 (84-2) Salmonella plate incorporation assay ME-TOO Arch Chemical Co. PAY
870-5265 (84-2) CHO/HGPRT Assay ME-TOO Arch Chemical Co. PAY
870-5395 (84-2) In vivo cytogenetics (mouse micronucleus assay) ME-TOO Arch Chemical Co. PAY
870-6200 (81-8, 82-7, 83-1) Neurotoxicity screening battery ME-TOO Arch Chemical Co. PAY
870-7600 (85-3) Dermal penetration ME-TOO Arch Chemical Co. PAY
870-7485 (85-1) Metabolism & Pharmacokinetics ME-TOO Arch Chemical Co. PAY
875-1100/1200 Applicator exposure monitoring - dermat ME-TOO Arch Chemical Co. PAY
875-1300/1400 Applicator exposure monitoring - inhalation ME-TOO Arch Chemical Co. PAY
875-2400 Postapplication exposure monitoring - dermal ME-TOO Arch Chemical Co. PAY
875-2500 Postapplication exposure monitoring - inhalation ME-TOO Arch Chemical Co. PAY
875-2800 Description of human activity ME-TOO Arch Chemical Co. PAY
875-1700 Product use information ME-TOO Arch Chemical Co. PAY
Name and Title Date

" Within £ Lo

William R. Goodwine, Sr. Director, Regulatory Affairs
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EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy
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